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Hangzhou Sejoy Electronics & Instruments Co., Ltd.

Statement on the monitoring of
SARS-CoV-2 variants

Recently,the SARS-CoV-2 has discovered the newest SARS-CoV-2 variant "Omicron", whose
Pango lineage is B.1.1.529.The Sejoy urgently established a special verification team to monitor
and analyze the genetic data of the newly discovered SARS-CoV-2 variant; The Peptide probe
sequence comparison results of the marketed products confirmed that the SARS-CoV-2 Antigen
Rapid Test Cassette (Ref.:COVG-602ST) that has been marketed by Hangzhou Sejoy Electronics
& Instruments Co.,Ltd. has no missed detection against the above-mentioned variant and still

ensure the accuracy and sensitivity of the detection reagents.

Up to now, our company has monitored and analyzed the genetic data of major epidemic SARS-
CoV-2 variants, including Alpha variant (B.1.1.7), Beta variant (B.1.351),Gamma variant(P.1) and
Delta variant(B.1.617.2), Omicron variant (B1.1.529),our company will continue to pay attention
to the variant of the SARS-CoV-2 to ensure that our company's SARS-CoV-2 Antigen Rapid Test
Cassette (Ref.:COVG-602ST) will not miss detection and ensure the sensitivity, accuracy and

specificity are not affected.
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EN I1SO 13485: 2016 CERTIFICATION







EC CERTIFICATE (SELF-TEST)

NO. 1434-1VDD-474/2021




EU DECLARATION OF CONFORMITY
(SARS-CoV-2 Antigen Rapid Test Cassette)




EU DECLARATION OF CONFORMITY
(SARS-CoV-2 Neutralizing Antibody Rapid Test Cassette)




EU DECLARATION OF CONFORMITY
(SARS-CoV-2 & Influenza A+B Antigen Combo Rapid Test Cassette)




CONFIRMATION OF EU PRODUCT NOTIFICATIONS
FROM AUTHORIZED REPRESENTATIVE




REGISTRATION CERTIFICATE FROM DIMDIV
(SARS-CoV-2 Antigen Rapid Test Cassette)
















REGISTRATION CERTIFICATE FROM DIMDIV
(SARS-CoV-2 & Influenza A+B Antigen Combo Rapid Test Cassette)
















CHINESE WHITELIST OF SEJOY FOR EXPORT




CERTIFICATE OF FREE SALE (Philippines)




CERTIFICATE OF FREE SALE (Thailand)




CERTIFICATE OF FREE SALE (Vietham)




CERTIFICATE OF FREE SALE (Indonesia)




CERTIFICATE OF FREE SALE (Cambodia)




CERTIFICATE OF FREE SALE (Bangladesh)




CERTIFICATE OF FREE SALE (Pakistan)




CERTIFICATE OF FREE SALE (Tunisia)




CERTIFICATE OF FREE SALE (South Africa)




CERTIFICATE OF FREE SALE (Colombia)




CERTIFICATE OF FREE SALE (The Republic of Ecuador)




GERMAN PROFESSIONAL WHITELIST OF ANTIGEN-TESTS

AT653/21——SARS-CoV-2 Antigen Rapid Test Cassette (Oropharyngeal)
AT615/21——SARS-CoV-2 Antigen Rapid Test Cassette (Saliva)
AT629/21——SARS-CoV-2 Antigen Rapid Test Cassette (Nasopharyngeal)

AT628/21——SARS-CoV-2 Antigen Rapid Test Cassette (Nasal)



EU JRC WHITELIST




REGISTRATION CERTIFICATE OF BULGARIA




REGISTRATION CERTIFICATE OF CZECH










REGISTRATION CERTIFICATE OF LITHUANIA
(SARS-CoV-2 Antigen Rapid Test Cassette Self-Test Use)










REGISTRATION CERTIFICATE OF AUSTRIA
(For SARS-CoV-2 Antigen Rapid Test Cassette
& SARS-CoV-2 Antigen Rapid Test Cassette Nasal Self-Test)




REGISTRATION CERTIFICATE OF FRANCE
(SARS-CoV-2 Antigen Rapid Test Cassette Self-Test Use)




REGISTRATION CERTIFICATE OF MALAYSIA




REGISTRATION CERTIFICATE OF THAILAND







Easy To Use

Easy To Carry

High Sensitivity And Specificity
Fast Results At 10 Minutes

Able To Detect Early Infection




White Listed
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If Testing In

(In Progress)
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Germany
The test has been evaluated and approved by a reputable laboratory from Germany:
Clinical Study Results (>100 positive samples; > 100 negative samples):

1. Analytical Results with correlation to Ct-values of the positive samples:

Ct-value No. of No. of true positive Rapid Sensitivity of SARS-CoV-2
Samples Test Samples Antigen Rapid Test
<30 82 82 100%
<32 94 92 97.9%
<34 102 98 96.1%
<36 109 103 94.5%

2. Analytical Results with correlation to Ct-values of the negative samples:

No. of No. of true negative Rapid Sensitivity of SARS-CoV-2
Samples Test Samples Antigen Rapid Test
82 82 100%
France:

&

SPIRAL Evaluation with good results: Sensitivity 97.1%, Specifificity 100%

Malaysia:
IMR(Institute for Medical Research) Evaluation with good results: Sensitivity 96.0%, Specifificity 100%

©

9 Thailand:
Evaluation with good results: Sensitivity 100%, Specifificity 100%
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yduct pictures
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